
510(k) Submission
6400 and 7400 Upgrade NOV 2 72013
Esaote, S.p.A.

Traditional 510(k) Summary

The following 510(k) summary has been prepared pursuant to requirements specified in 21CFR
807.92.

807.92(a)(1)

Submitter Information
Esaote S.p.A.
Via di CaddIoe 15
Firenze, Italy 50127

Contact Person: Allison Scott
317.569.9500 x1O6
ascott@ansongroup.com

Date: June 24, 2013

807.92(a)(2)

Devices

Common Name: Ultrasound Imaging System

Trade Name: 6400 Ultrasound System
7400 Ultrasound System

Classification Name(s): Ultrasound Pulse Doppler Imaging System 892.1550
Ultrasound Pulse Echo Imaging System 892.1560
Transducer, Ultrasonic, Diagnostic 892.1570

Classification Number: SOWYN, 901Y0, SOITX

807.92(a)(3)

Predicate Device(s)
Device Owner 510(k)
6400 Esaote K(111302
7400 _______________

7340 Esaote K081794, KO9lOOS
___________________and K(110688

6200 Esaote K(100931
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510(k) Submission
6400 and 7400 Upgrade
Esaote, Sp.A.

807.92(a)(4)

Device Description
Model 6400 is a mainframe system equipped with wheels allowing them to move the system. Model
7400 is a portable system equipped with a handle. The system size and weight allow it to be carried
using its handle. The primary modes of operation are for both models: B-Mode, M-Mode, Tissue
Enhancement Imaging (TEl), XView, Multi View (MView), Trapezoidal View (TPView), Doppler, Color Flow
Mapping (CFM), Amplitude Doppler (AD) and Tissue Velocity Mapping (1VM). Both 6400 and 7400 are
equipped with a LCD color display where acquired images and advanced image features are shown. Both
6400 and 7400 can drive Phased, Convex, Linear array and Doppler probes. 6400 control panel is
equipped with a pull-out qwerty alphanumeric keyboard that allows data entry. On 7400 model the
touchscreen has an emulation of the qwerty alphanumeric keyboard that allows data entry. Both 6400
and 7400 models are equipped with wireless capability. Model 7400 was designed to be powered by
battery.

Both 6400 and 7400 have been cleared via k111302.

6400 and 7400 Upgrade, defined herein, combine the cleared features of both 6400 and 7400 systems

with other new software capabilities, listed below:

1. Management of motorized probes (Bi-Scan probes) that allow volumetric acquisition.
2. Management of 30/4D mode of operation.
3. Management of the acquisition of consecutive ultrasound images on extended surface. The final

image is composed of the consecutive frames placed side by side (Panoramic View or VWan).

The 6400 and 7400 Upgrades are manufactured under an ISO 9001:2000 and ISO 13485 certified quality
system.

807.92(a)(5)

Intended Use

Esaote's Model 6400 is a mainframe ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small organs, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric and Other: urologic. The 6400 system provides imaging for guidance of biopsy and
imaging to assist in the placement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.

Esaote's Model 7400 is a compact ultrasound system used .to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small organs, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric and Other: Urologic. The 7400 system provides imaging for guidance of biopsy and
imaging to assist in the placement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.
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510(k) Submission
6400 and 7400 Upgrade P
Esaote, Sp.A.

807.92(a)(6)
Technological Characteristics

The 6400 and 7400 Upgrades employ the same fundamental technological characteristics as their
predicated devices. The 5400 Upgrade model is substantially equivalent to Esaote 6200 model cleared
by FDA via K(100931 and to Esaote 6400 model cleared by FDA via K(111302. the 7400 Upgrade model is
substantially equivalent to Esacte 7340 model cleared by FDA via K(081794, K(091009 and K(110688 and
to Esaote 7400 model cleared by FDA via K(111302.

" Clinical uses for which Esaote 6400 and 7400 models, cleared by FDA via K(111302, are designed
are not changed by 6400 and 7400 Upgrades, to be cleared via this submission.

" Clinical uses for which Esaote 6400 and 7400 Upgrades are designed are equivalent to those of
Esaote 6200 model, cleared via K(100931, and of Esaote 7340 model, cleared via K(081794,
KO91009 and K(110688.

" Both 6400 and 7400 Upgrades for managing Bi-Scan probes are equivalent to those of Esaote
6200 model, cleared via K(100931, and of Esaote 7340 model, cleared via K(081794, K(091009 and
K(110688.

" Both 6400 and 7400 Upgrades for managing 3D/4D mode of operation are equivalent to those
of Esaote 6200 model, cleared via K(100931, and of Esaote 7340 model, cleared via K(081794,
K(091009 and K(110688.

" Both 6400 and 7400 Upgrades for managing acquisition of consecutive ultrasound images on
extended surface are equivalent to those of Esaote 6200 model, cleared via K(100931, and of
Esaote 7340 model, cleared via K(081794, K(091009 and K(110688.

" Esaote 6400 Upgrade, 7400 Upgrade, 6400, 7400, 6200 and 7340 are designed to meet the
1EC60601-1 and IEC60601-2-37 safety requirements.

" Esaote 6400 Upgrade, 7400 Upgrade, 6400, 7400, 6200 and 7340 ultrasound models provide an
Acoustic Output Display feature per AlUM / NEMA standards, with equivalent lspta and Ml
maximal values.

807.92(b)(1)

Summary of Non-Clinical Tests
The devices have been evaluated for acoustic output, biocompatibility,. cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic, and mechanical safety, and have been
found to conform to the following medical device safety standards.

" IECS6O61-1
* IEC 60601-1-2
* IEC 6060 1-2-37
* NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
* NEMA UD-2 - Acoustic Output Measurement Standard for Diagnostic Ultrasound
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510(k) Submission
6400 and 7400 Upgrade
Esaote, Sp.A.

807.92(b)(2)
Summary of Clinical Tests

No clinical tests were performed.

807.92(b)(3)
Conclusion

The 6400 and 7400 Upgrades are substantially equivalent to the legally marketed devices and conform
to applicable medical device safety and performance standards.

Esaote, Sp.A. 6400 & 7400 Ultrasound Systems 510(k) Page 19 of 2288



DEPARTMENT OF HEALTH &r HUMAN SERVICES Pubt ic Heald, Suvic

Food and Drug Adminrnmuon
10903 New Hampshire Avenu

November 27, 2013
Esaote, S.p.A.
% Ms. Allison Scott, Senior Consultant
Anson Group
9001 Wesleyan Road, Suite 200
INDIANAPOLIS IN 46268

Re: K 132231
Trade/Device Name: 6400 Ultrasound System/MyLabSeven and

7400 Ultrasound System/MyLabAipha
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IVO, ITX
Dated: November 1], 2013
Received: November 13, 2013

Dear Ms. Scott:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, goad manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the MyLabSeven or MyLabAipha, as described in your premarket notification:

Transducer Model Number
SP2430 S5MVCW
SP2442 SHFCW
LA435 EC 1123
LA523 SE3 123

AL2442 TRT33
AL2443 ST2612
AL2445 BC441I
SL 1543 BC431
AC2541 BE 1123
S2MCW SB2C4I



Page 2-Ms. Scott

If your device is classified (see above) into either class 11 (Special Controls) or class [if (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federai Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

I f you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7 100 or at its Internet address
Ili://%kww. Idaa~v/Medieall)e% ices/RsLi~irccsirYoi/ndistj-%/dILilthim. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.nov/McdicalDcvices/Safctv/RengrtaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://wwx.v.fda.qov/Medical Devices/Resouircesl'orYou/industrv/default.htm.

Sincerely yours.

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use
510(k) Number (if known): Kl3223l

Device Name: 6400 and 7400 Ultrasound Systems

Indications for Use:

Esaote's Model 6400 is a mainframe ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Trantsesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small organs, Musculoskeletal (Conventional and Superficial), Abdominal. Fetal, Transvaginal.
Transrectal, Pediatric and Other: Urologic. The 6400 system provides imaging for guidance of biopsy and
imaging to assist in the placement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.

Esacte's Model 7400 is a compact ultrasound system used to perform diagnostic general ultrasound studies
including Cardiac, Transesophageal Cardiac. Peripheral Vascular, Neonatal Cephalic. Adult Cephalic.
Small organs, Musculoskeletal (Conventional and Superficial). Abdominal, Fetal, Transvaginal.
Transrectal, Pediatric, and Other: Urologic. The 7400 system provides imaging for guidance of biopsy and
imaging to assist in the placement of needles in vascular or other anatomical structures as well as
peripheral nerve blocks in Musculoskeletal applications.

Prescription Use X AND/ORk Over-The-Counter Use___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

(Division Sign-Off)
Division of Radiological Health Pg f2

Office of In Vitro Diagnostics and Radiological HealthPaIof2
510(k) __K132231 ____



6400
Intended uw. Diagnost ultaon imalni or "li rlow analysis of human body as foows:
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Prescription Use Only Per 21 CFR 601 Part 0

Concwroanco of Conter for Dovicos and Radiological Health (CORM)
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7400
Intended use: Diannostic ultasund hitaubi or Owd flow anasi of human body as ftitan:

ClnalB M PWD CV/n Color Ampbiud Cembn c olr Veloty Hauot ilerf.pe~Ai
Doppla Doplerr 141 Mapwn rrV)4 Im a MM~

Cpht"mw 

(F

p p p P P p P FP S. M; 6

bdomijtal p p p p p p p p p, S. M: 6

IntetoPcMttr 1euroloa

Ndau P P P P p p p P. s

SmallOqan l p Ip p p p p p p 5

eatalcepal p p P p p p *p p p s

dlt Cephalj p p p P p p p p ps5

rd.ar121 F p p P p p p p P MRs

or phauallcarIaClM p p p p p p p p p p a
ranaepngeal Iflo Cordmsll

ranreta p P p P p p p 5

aw.n.) p p p p p p p p s

-asnhral

phra VIcr p p p p p s

u~uos cltM Ccn wntau p p p p p p P P, 5

thru roIgc pu~fiw p3 p p p $s

pr .d ; byFDA! S:Adc under Ep

Il1 Swan Cop. Irtcudn Brn.Thtoid ad TesiLWe
121 Cadaci Mull mn Nd..,n

131 Muacul Skeeal - MHmk

141 Coobinc4 Moors a..: S.M.PW-CW*CFM4PD

I51 Compoun Imaging IMyrew

16130/4D

171 Include a tra le nTil tn Adult Cmrdia fo left vennclc opiciton and

Previusly cleaed ki k111302

Prescription Use Only Per 21 CFR 801 PartO0
Concurrence of Center for Device end RadlologlI Health (CORtH)
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5P2430 (6400 and 7400 systems)
Intended use: Dinostic uIUSOUnd imaging o a'fud Raow analysi of himnau, body as follors
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8P2442 (6400 and 7400 systems)
intended use: Dllagost ulraam iang or fItid flow enals of human boyas follows:
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Prescrition Use Only Per 21 CFR 801 Pen 0
Concurrence of Center for Devices and Radiological Health (CORN)
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LA435 (6400 system)
Intended us: Diagntostic Ifnzn imagirg or flud flow anatyss of human bodyI as followrs:
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Prescription Use Only Per 21 CFR 801 Part 0
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LA523 (6400 system)
Intended tuse: Olagnosde uflsIfn Imaging or fluid flow analysis of humran boyas follow&
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Prescription Use Only Per 21 CFR 801 Pant 0
Concurrence of Center for Devices and Radiological Health (CDRII)
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AL.2442 (6400 and 7400 systems)
Intended use: COtiancetic usound macinn or fud low analynss flwnan boyas balows:
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AL2443 (6400 and 7400 systems)
Intended use: Diagnrostic Ultaond imaging or fluid flow anales of human bdvas logows
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AL2445 (6400 and 7400 systems)
tunded =d: Diawptic uhssun iaigOr fluid flowr amayIts of huwman body as follows:
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SLU M4 (6400 and 7400 systems)
intended u=: Diwagoic ulrsudimn or fluid fiow amjy&is of human body as rollows:
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AC2541 (640 and 7400 systems)
Intended lvse. Diagnosatic *s Untiaging or fltnd flow analysis of humnan boyas foltows
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N: Neui indicaitcon; F: Prciuay clearedl C7D:hiAi~ Appendhl K

I II Small Orpru inclttdc Birctut. Thyroid land TeaItclc

(23 Cidisc is Adult M Fedtial.c

131 Musiculo, Skeletal - &rvc Block

4l~combined modes art S.M+PW.Cf4PD

[51 Compound l..&In (Myjew

161 30/4D

171 Includesri colntt (Clnjt in Adult Cardia for kAf ventericle opocilicolion and
,uiuztion ofI thkIl vnteicular endacardial border

Prviulfly luired ian tIll 1302

Prescription Use Only Peril1 CFR 801 Pant 0
Concurrence of Center for Devices and Radiological Health (CORM)
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S2MCW (6400 and 7400 systems)
Intended use: Domno~sllc ufls n imaging ortlud fow analyss of human boyas follows:

=Wo Bua M PD cwa Color Ampluds, Combined Color Velocity Harronic Other t~peirnl
Dappler Doppler I4I Micppmg (1VIl Iapig rr

3plithaiiki,____ ____ ___

kbdomteal

ntzvaopmrtiv. (Abdoinabes
n Napeaieuroilogical

onalCephalor

ransapaa Cr~e

ran.aia
ranrtl
n1ratiascular

pheral Veacular p

uzrulo.ttclall Convnytwnul
131 

'

uiiuulo..eklel Supurfmeial 131

therC (Uotgih
N: New, undicsUon; P. Previouseleat by FDA;B tMe nd - - - - -

1l1 Snml Oqan. inclu"De iam. Thyroid ant Testicles

121 Cardiac is Muanwd Pediaric

131 Muactilo Skeletal - Nerve, Block
141 Combined moude. are:

151 Compound Imaging IM~ea

1613D/4D

171l Include. cot.s IOn?!), MnAult Cardiva for lein verirte oacSureitzo ad
visualization .f the left venincular endorardal bordler

Ptceviounly cicareod via k I I11302

Proscription Use Only Per 21 ClfR 00 Part D
Concurrence of Center for Devices and Radiological Health (CORN)
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SSMCW (6400 and 7400 systems)
Intended use: Diagnosic LUlnacnd Imaging or flt~d flow analsis of human boyas follow

F1 A MDH H l CWI) Col.r Amplitude Combined Color Vieul liarnonte Other Ispedv
Doppler Doppler 14l Mcippm"N K ITVI Iajing Ell

phthani

nirasopretin (Abdiaoinall

ntaprai,;MKeumolouical

O Dre._III ___________

ide Cepbhic

Conchae 121
ranaeophal (Carcheac)

ranareophlal d(Hon Cardac

ranaeal"

reasurt hel

niphentl Vasular

31usculo-seelctal Cnnernronal

usrulo-lheletal Superficial 131

'he ll .Ical

N: NHw indurabion; F; reavousre by FiDA E:.Addcd wnder Appendix E

111 Sunall Organs include. Breast. Thvrosd and Teslarle

121 Cardiac is Mdull and Pediatnic

131 Museulo Socleteal Neam Blck
141 Combined mod. .i:

151 rCompound Imingr (Maral

(61 301W

171 Includes contruat (Cnfll in Mdull Cardiac for keA venincle opcifmcatmmu and
viuttof .r te left etricular ndcrtlborder

Prencuaiy cleared alet 111302

Prescription Use, Only Per 21 CFR 8oi Part 0
Concurreince of Center for Deveices and Radiological Health (CORN)
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SHFCW (6400 and 7400 systems)
Intended use: Oiagnaoge u taond iraitor fluid flow ail s of humn as followis:

a M MWD CWD Olor Ampltuder Cornbincdl Color Velocity Hialnoni, Otherr (apee&Iv
Dopple Dople 141 Mappan (rVNI1 Imaging rTEll

Ophthli
elal

lt ionlnelbonn

Itraopero.tvNelohu

Inne

.pnata Cephai.

Cardia 121ho

ramnolphogel(o Cr"c

rrnlaginal

ranaurthr.)

t.wvoular

saclo-akeletol Convnnntional
31

uxiculo-.llddal Supercial 131

clhn, luroloical
N' Newr indication; P: Privously cleared MI - -~d -pid -E--

J ll Sall organs include.i Breast, Thyroid and Temlrclea

121 Card.a . Adu]lt ndl prdawn,

131 Muacul Sklehtal - Ner. Block

141 Comrbined mod.ae

151 Cmpound manop lmv.ew

161 31)/41)

171 Includ. ,uonrd. Cnfll in AMult Coria for "l ventnric opocifiraiton andl
yreultion of Ill onnruar endoiratri bonler

Prvoulkcered ki 11 I1302

Proscrlption Use Only par 21 CFR 601 Pant 0
Concurnrnce of Conto, for Ceylon end Radiological Health (CDSH)

Page 15 of 23



EC1123 (6400 system)
Intended use: Dirammosic ultrsound imaging or fluid flow ena~s~s of human boyas followes:

vmwOrutt
IU~aApi B d M D fll) D Color Amplitude Comnd Color Metly Harmonic Other (specify)

Dopple Doppler [41 MaPpina(TIn4) Iaeng ITMl
inM'

phuhamc_____ _____

Icia: p P P P p p PS

kidomnal

ntrnpezistne LiXMmUUal

ntflp.mt.v "unlol.

t.n

lI orpna III
float.' Cephalit

uhl Cephalic

Caediac 121 ______________________________

asmplmgcal (Cardiac)

rwteaophagceiliteon Catde

cammsectal p p p p p p p P

raneraagial p p p p p p p '

reha]

Iravsacula,

nphemal Vatula
Lapacopse

Musculoalteleitat Concwoltea
131

tsalcadewn StipVCSCWI 131

01h.T (Urolixahll_______

N; N.a ilta ; . Preevously deme by Ap . k -

I1I Small Organs includes Brem'. Thymad A,,d Teatacte

121 Card.ac. Adult sod Peduelne
131 Muttulo Soklal. NoRne Hlok

141 Combined mode. err. S.MMWCEM.IFl

151 Caomn Imagin rlliewI

161 3014D

171 Includes ecotvtt (Cnn Adult Cardiacm le., vemIncte opoitcation aned

Prniou ckatj via lii 10688

Prescription Use Only Per 21 CFR 801 Pant 0

Page IS of 23



SE3123 (6400 and 7400 systems)
Intended us: Diagnostic ult ond biiaoing or fluid flow analysis of human body as filoows

BRL' a MI PWND CWD Color Amplitude Combrwdl Color Velocity Harmonic Otherlapeedyl
Doppler Doppler I41 Mapitng111 rrV . magg SI

IPOI

ophthalimic ______ _________ _______

FIal P P P P p P- P '5

nulcruetive (Abdimuta) _____ ________

ntmoperettive N.Umlogied!_____ _______________

I Orans lII____________ ____________

Cardiac 121uu

ratreilp p P p p p P5

nimvaseculzr _____________

npheca Vasular
Pamacc
usculli-lcaletal Convcntlinaj

.culo-Aiceei Sopedfrssl 131

thct lqjrolgjcal p p I P p P P PS

N; MNe und.ctuon: P: etvos leae Ity FDA; E-.Aded under Append. E

[ 11 Small O,ran icludes Bast, Thyroi and Tesicles

121 Cariac: vs Adulltiand Prtt~sin

131 IMuaeuko Skcletal - Ncee lek
141 Ccmnbumed Modesl are: 6tMMWCPf*PD

ISI Comtepound Imaing IM-1w

161 3D/4D

171 Include contrast (CIMlI . Mull Clrdiue (otehll vemincele opfe-atwn a-M
visualiation of Ote left ventneutsr esdoesrdiai borde

Prevouly cleared mi kc 111302

Puescription Use Only Per 21 CPR 801 Part 0
Concurrencel of Center for Device and Radiological Health (CORN)
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TRT33 (6400 system)
Intended use: Diainost utaojd intaging or flud flow analysis of human body as foflows:

MbidAlcte M MU, MWD Color Amnplitude Combgnrd Color Velocily Harrmoi Other lpecdyl
Dloppler Doppler j41 Mappin lIVM) Iawvtg MIDI

1PD)

)phih.lmic

,vinal

tra.pe.tive (Abadominalo)

otroopernhive Neurologiacal

Neoaal Cephalic __________ ____

ul Cep*,.bc

nnmarsophal (Cal

ranvsophnt [Non Condine)

ransetalP p p P P p p

ranavaginal

ntrovaicula
.lphenli Vascular

uxcuo-sleltal Convetional

'ucoakleelI Buperfielal 131

ther ltulogicall p p p p P p p P.

N: N.w mdicauion: R Pmniously c1mm by :L~d Appendix E

IlIl Small Orgm, include. Bmaui. Thyraud aml Testicles

121 Cardac is Monl ad Pedwian.
131 Muaculo Skeletal.- Neame Block

141 Combineed mode" am;: 8.MMWCFM'

151 Compound Ioqing iMdicul

161 3D/4D

171 Include conmrar (CaTil in Adult Carmn for lan Metl pc'law n
nsulazation of fire leet ventcur enodal. border

Previously cleared o~a lii 3)302

ProscrIption Use, Only Per 21 CFR 801 Part D
Concuneonco of Center for Covices and Radiological Health (CORN)
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ST2612 (6400 and 7400 systems)
Intended use: Diagruotic W9 nSOd Imnaging or fluid flow analsis of hwiian body as foflowsz

Il B M PWo CWO Color Arephludk, Comobinsc Color Velocity Harmonic Other ispecib1
DcWpler Doppler 141 Mapigfm (V I IMarrrll

iti.oj2rtaivr (Jbdoininall __________ ___________

niraoperativ. Neuvuogieai____ ______ __________

mailol I
wat Cpalkc

Fcartfo 

121
,nanphani (Caeliaei p p p p p p p p p p s

aphqeal (Non Carditac

-c"aart

phentl Vasicular

Muaul... kcetakll Conveantional
[31

.culoakeata Superfial 131

0ie llorolaogic . plIICttalf U W;uta

IlIl Small Orga indcle. Brstt Thyrid and Tiles
121 Cardiac in Adult and Pediatrie,

131 Muaculo Skeletal . Nerv Block
141 Comabined .od..mr: B.M.PW*CW#CFM*PD

SI1 Coonda Imaging IMpin

161 3D/AD

171 Includes conhmMe ICnTII in Adul, Catcher for left venlel opocirsratin andl
vsa lieation of thevlef ventincular Wettris brer

Pre.ouly eleared vi e 11302

Presrklion Use Only Pmr 21 CFR 8oi Part 0
Concurrence of Cancer for Devices and Radiological Heat (CORHl)
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6C441 (6400 system)
Intended use: Diagnostic ltson imaging or fluid flow analysis of humnan boyas follows:

B M MWD MWD Color Aniphiude Combined Color Velocily Hamnaont OMar I.P.ciy)
Doppler Doplr 14I Mapping (TV)(aing MeV

(Pal

phihalanic
ci]N N M N N a: S. 6

bdiimal N N N N N N N*,
toloerti L~dominfJ) _____ ____ _______

ntmnemtfive Netnogicai
triw

ronsta Ceph~alirk____

n4 Cepalic
rdiac 121 '

rnsnphqc~l [Card:.c)

nnaesphsagni (Non Cardisel

Tranavagirmal

Traurmtheal

Intranasrular

enrphttl Vasula

ILaprmorc

ucl-e Cta onveniooa
131

Muruloakeieital Supeffial 131

lter lWrolovcmij

I II Small Organs include Brent. Thyroid and rtcle.

121 Carda iw Adult and Pedisln

131 Muoculo Shalata - New Block
141 Combined mode, at: B.M-PW.Cfl4.PV

151 Compound Imaging (Il

t61 30J40

171 Include. contrast (Call) Im Adult Cardiac Wr "e ventricle opaificatlon and

To be cleard . this
.ubrmasion

Preacriptioan Use Only Per 21 CFR 801 Part 0
Concurrence of Center for Devices and Radiological Health (CORN)
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BC431 16400 system)
Intended unse: Diagnorstic tjmond imeafg or flui flow analsis of human body as kties:

MiddAw ind B MI PWD CWD Color Ampltuwde, Combined Color Velocity Hlcmonw Other lapecify
Doppler Cowper 141 Mappa,ITVMI Imagng ~iTS

'clt p p p p p pPP.

kla tu. p p p p p p

ntracmartivc IAbdsmluicall ___________________

nm eiteNeurological

__Ph_ _ _ _ _utCphe

ranaeophageal (Nonrd)

ranarectal

wraavsal

narpberal VascularI

useuo-ulcelexconenio
131

uaculc-Wlccltal Supeifltal 131

rthter (UrciogiealI
c, ewtd.Weo; P, Pmosy ,eare -y -~tcaou Appen 9X -

is) Sait Organ s clude., Bmsct. Thyroid andl Tcaoclc.
.121 Cardiac w Adult andt Pedtatnic

131 Mosato Sklceel - Nerv Block
141 Combind modaes ae B.M*P.CFN.PD

151opon Incein;(Myeiw

J1)3D10

171 Include. contract a~qto M.Ault Cardiac far left Im araicoiftraliOn and

Preicuay cleared wink! l11068

- Prescription Ums Only Per 21 CPFR 801 Part D
Concuwencom of Cantor for Covicve and Radiological Hoalth (CDRH)
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9E1 123 (6400 system)
Intended usa: Diagnostic Ultamnd aling or fliM flaw ana*=t of human boyas tfows:

2=00, awflsuas
a M PWD MDV Color Amnpllude Combninedcc Color Velocity Ha..ni Other lapecayl

Ooppler floppier f41 Ma;,ping (nWj lmqarmg (TED
(PD)

philmIc
etlp p p p p p p P6.6

nrperatve lAbdominfl)
Nlspatv eurological

attc

dufll Celucic

Card..c 121
rrns- phac~lca ecl

rnwephagealWo Cardi

riseilp p p p p p p P 6.6

a gnal 
p p p, p p p 

p p 5.6

rcpheral Vwulor,

uaeuclo-skreclt Cornanitonal

usruloskclei.I Supeorficial 131

ther lUrdo.a

N: Newo Indication; P: Pft.nMY lyeland by A; E# cc Une A~rls I

111 Small Organ include. fircsi, Thyrid and Testicles

121 Cardiac is Adult and Pediatruc

131 Mu...ulo Sluelalc - Norme Black
141 Combined modes are: B.N.PW.Cfla.PD

151 Compound Irmcging (Mn"

161 3D/1)

171 Include. contract. (Cnfl) in Adult Cardic (or left veniile opacificaison and

Previ ~ousycere nlI 0688

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devica, and Radlcloglcal Health (CORN)
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S52C41 (6400 and 7400 systems)
Intened use: Diapnoe~bc uifssun imagiN or fluid flow enabts of haumnod as fDolws:

a~U M MID CWo Color AMpliiudc Comini Colo Velocity Harmonic Other I[pcs44
oeppies Doppler 141 Mapiping CTMIli~m V

oalH tN f N N NS6.6

ntnprrw Neurologcal
AtAltinridl

,onotlilcurohabe

dullnew Cphl

Md. 121 __ _

nnmsephqeard Ia

n14rav Ctulai
np 

ih 
eml 

sc 
lar 

t'enI
chea rtosc

N;femnr azo:P tvoay 1 A ,~

131Mrulo kletal enioBlo

141 Combinet i c are: 131PWCM.1

I ICompound Imaguiclc ng~ n~iidiewITwll

161 3D/4D

171 Include. canlvo.* ICnTI in Mull Cardiac for left ventrie aoruwttnt and

To bec clered vathisi
submision

Prescription Use Only Por 21 CFR 801 Part D
Concurrence of Center for Dvce and RaIfologIcal Health (CORH)
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